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Barnes & Thornburg LLP
One North Wacker Drive
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Federal Water Quality Coalition

July 6, 2015

Mr. Ken Kopocis

Deputy Assistant Administrator

Office of Water

U.S. Environmental Protection Agency (MC4101M)
1200 Pennsylvania Avenue, N. W.

Washington, D.C. 20460

Re: Meeting on Human Health Standards

Dear Ken:

Thank you for taking the time to meet with us oneld9 regarding human health
water quality standards issues. As you know, dutite meeting we discussed issues
regarding the pending proposal to revise Fedeamenended human health criteria, as
well as EPA’s approach to standards being develdpedeveral States, including
Washington, Idaho and Maine.

As for the Federal criteria, we appreciate EPA’ateshent that it has been
working to address our concerns. The final Federiééria were issued last Monday
(June 29), and we are reviewing the final critana EPA’s supporting documents. After
that review, we expect to continue our dialoguehv@ST staff regarding the criteria and
the methodology used to develop them.

As for EPA’s approach to State standards, we fdabatithe discussion during the
meeting helped us to better understand the basthdéoAgency’'s actions. However, we
have a number of serious concerns regarding thagma and the basis provided by the
Agency. Below, we list those issues and explaincomcerns.

Risk Levels and Designation of Target Populations

In its statements regarding the State of Washingtpending standards, EPA has
made it clear that it will disapprove those staddaif they do not include a Fish
Consumption Rate (FCR) of at least 175 grams/dagdt on consumption data for
certain Tribes) and a TOexcess cancer risk level. During the meeting paiated out

that this EPA statement regarding minimum requimrgingor State
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water quality standards is inconsistent with curiégency policy. That policy provides
that it is within States’ discretion to establibleit own risk levels, as long as they protect
the general population within the 1€ 10° range, and protect subpopulations at thé 10
level. Requiring a State to protect subpopulatianthe 10 level is not supported by
that policy. In response, EPA staff stated dutimg meeting that due to treaty rights of
the Tribes, EPA now views the Tribes as the “tapgmiulation” — in other words, they
are now the “general population” for purposes ainhn health standards, rather than a
subpopulation. We have not seen any legal analyspporting this position. As
explained in comments submitted during the Wasbmgulemaking (which are attached
to this letter), we believe that this use of a dtyerights” argument to expand EPA’s
authority under the Clean Water Act is impropen aninconsistent with court decisions
and with claims made by EPA itself in other casksany event, even if this new policy
is legally supported, there is no question thas i change in Agency policy, which
should not be implemented without a full opportynibr review and comment by
stakeholders. Unless and until such a changeademthere is no basis to reject the
choice made by the State of Washington to adof°akcess cancer risk level, which is
fully consistent with existing EPA policy and witthe State’s authority under the
cooperative federalism structure that is built itite Clean Water Act.

We also question why EPA is insisting that onlyQ Excess cancer risk level
can be adequately protective of public health. MAMgency’'s own policy specifically
allows a State to choose either®6r 10°. Moreover, that choice does not make a
significant difference in actual risk. The A@xcess risk level represents a potential
increase in baseline cancer incidence of up tosé ger 1,000,000 population over the
course of 70 years, or an annual incidence of WpQ@43 per 1,000,000 population. The
population of the State of Washington in 2014 whasua 7.1 million. Therefore, the
annual increase in cancers that could conceivabburo— applying the conservative
assumptions that every day, everyone eats 175 goérfish and drinks 2.4 gallons of
untreated surface water, and that all of that fstd water is contaminated at the
maximum allowed level - would be up to 0.1 cas@s&ithe entire state population. The
corresponding increase at a™l@isk level — again, applying conservative exposure
assumptions - would be up to 1.0 additional casesadhe entire state population. To put
these numbers in context, the existing baselinai@ncancer incidence in the State of
Washington is more than 38,000 cases. Thereftwe,difference in risk between
standards set at the 1@evel and standards set at the®18vel, while mathematically
calculable, is simply not significant.

Protection of Downstream Uses

During the meeting, we expressed a concern regaréicent Agency statements,
in reviewing State standards, concerning the ptiote©f downstream uses. Of course,
existing EPA rules require that those uses be giede However, in its letters regarding
State standards, EPA has been going beyond thiay pwhplying that the standards of
the upstream State need to be at least as strimgetite standards of the downstream

State. We see no legal basis for requiring adja&tates to have
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identical water quality standards; that would, issence, Federalize the standards
program, which has always been premised on thesStaving primary authority. In
response to our concern, Agency staff stated tR#& Bas no intent to require identical
standards for adjacent States, and that the Ageingyly wants to ensure that one State
does not jeopardize attainment of standards inhanoState. We appreciate that
clarification. However, we believe that there bagn some confusion, and that it would
be worthwhile for the Agency to issue a stateméadrty laying out its approach on this
issue and confirming that upstream States areauptined to set water quality standards
that are identical to those of downstream States.

Probabilistic Risk Assessment (PRA)

In our discussions with OST staff regarding humealth standards over the last
several years, we have strongly supported developirese standards based on a
probabilistic risk assessment (PRA) approach. é&sknow, EPA has been using a PRA
approach in its pesticides and Superfund programnfany years, and the Office of
Research and Development has been supporting etasisvell. PRA also is a well-
accepted means for assessing risks in a numbezld$.f Just this past August, the EPA
Office of the Science Advisor, Risk Assessment Forssued a White Paper (attached)
that did an excellent job of explaining the bersebf a PRA approach and provided a
number of case studies where EPA has used a PRagbpto assess risks across a
variety of programs.

As you know, several States, including Idaho, argently developing human
health standards using a PRA approach. Duringrmeting, we asked EPA to explain
why it is requiring the State of Idaho to also peri a deterministic analysis to support
its standards. Given the widespread use of PRAeqis within the Agency, we see no
basis for forcing a State to do both a PRA analgsis a deterministic analysis, when the
PRA analysis should be fully adequate to suppa@tstandards. (In fact, we believe that
a PRA analysis is not only adequate, but is theebetay to proceed, since it is based on
a more realistic appraisal of the risks posed leyghrticular parameter.) In response,
EPA staff indicated during the meeting that OS©n$/ considering a PRA approach to
assess acute risks, and not chronic risks. Std that PRA has mostly been used by
the pesticides office for acute risks and that Qfsi€stions its applicability to chronic
risks. The Agency staff further stated that thegntvto consider any concerns that the
global risk assessment community might have wighuse of PRA for chronic effects.

We found those statements concerning PRA very isimgr We are unaware of
any reason why expert risk assessment practitioméhsn EPA or in the global risk
assessment community might believe that a PRA agpracannot be used to assess
chronic risks. Distribution of exposure charadics can be developed and assessed in
the same manner, whether those exposures are aigktive a chronic standard or an
acute standard. Moreover, there is nothing inrBRé& White Paper indicating that a PRA
approach should be used only for assessing agk® rin fact, several of the EPA case

studies in the White Paper were for chronic risk&luding one
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assessing the chronic risks of consuming fish comated with PCBs; EPA’s pesticides
office also was involved in 3 of those chronic catelies.

We appreciate the dialogue that we have had witan&yg staff concerning the
PRA tool, which we made available for their reviewWe continue to believe that this
tool is able to assess both chronic and acute, rasic we look forward to continuing that
dialogue, so we can better understand any conteanshe Agency has with the tool or
its ability to assess chronic risks. We encouraB@ Eo confirm that the PRA approach
can be used to set water quality standards for botlhe and chronic risks, and that a
PRA analysis does not need to be supplemente@lacex with a deterministic analysis.

Unattainable Standards

As we stated during the meeting, we are very comekithat EPA’s approach
toward State human health standards will resudtandards that are unattainable, will not
result in significant additional public health b&heand will impose enormous
compliance costs on regulated parties. In theeSth¥Vashington, for example, studies
have shown that if the standards sought by EPAnapesed, facilities could apply the
most advanced technology available, resulting iliohs of dollars in control costs, and
still not be able to meet the resulting CWA perhmtits. Moreover, as we indicated in
the meeting, our members cannot rely on implemiematiools such as variances to
provide effective, widespread relief — especiallycs there are many States where these
relief mechanisms have not or will not be used (aildbe subject to legal challenges if
they are used). What is needed are attainablenssibased standards that can be
effectively implemented, and we look forward to wiog with EPA toward that end.

In conclusion, we would like to thank you again faking the time to meet with
us. We look forward to continued dialogue on thesaes with you and your staff.

Sincerdly,

Fredric P. Andes

FWQC Coordinator

Cc:  Betsy Southerland, Office of Water
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